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under the special endorsement within 6
months of enactment of section 1860D—
31 of the Act, or accommodate the
unique needs of I/T/U pharmacies; or

(B) Compliance with the require-
ment(s) in question would be impracti-
cable or inefficient.

(ii) Applicants to become special en-
dorsed sponsors for I/T/U pharmacies
must request such waivers or modifica-
tions in writing in a manner required
by the Secretary.

§403.817 Special rules concerning the
territories.

(a) In general. (1) An applicant for en-
dorsement may submit an application
to become a special endorsed sponsor
for all of the territories.

(2) Of qualified applicants, the Sec-
retary will select at least one of the
best-qualified applicants to receive a
special endorsement for the territories.

(3) Applicants for special endorse-
ment for the territories must dem-
onstrate in their applications that they
meet the requirements in paragraph (b)
of this section.

(b) Requirements—(1) Negotiated prices.
A special endorsed sponsor for resi-
dents of the territories must provide
access to negotiated prices in the terri-
tories.

(2) Transitional assistance. Any transi-
tional assistance in the territories
must be in accordance with paragraph
(e) of this section.

(3) Requirements, exception. Except as
specified in paragraph (c) of this sec-
tion, a special endorsed sponsor for the
territories must meet the requirements
of §§403.804 and 403.806.

(c) Waiver of requirements and alter-
native requirements. (@8] Section
403.806(d)(8) (requiring information
about price differentials) shall not
apply to pharmacies located in the ter-
ritories and which are in the special
endorsed sponsor’s pharmacy network.

(2) Sections 403.806(f)(2) and (£)(3) will
be deemed met if the special endorsed
sponsor makes a good faith effort to se-
cure the participation of retail and
mail order pharmacies throughout a
territory.

(3)(1) As the Secretary determines ap-
propriate on a case-by-case basis, any
additional requirements discussed in
§§403.804 and 403.806, except for the re-
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quirements in §§403.812 and 403.813, may
be waived or modified on behalf of a
special endorsed sponsor for the terri-
tories if—

(A) Such waiver is necessary to en-
able the applicant to either initiate en-
rollment activities under the special
endorsement within 6 months of enact-
ment of section 1860D-31 of the Act, or
accommodate the unique needs of phar-
macies in the territories; or

(B) Compliance with the require-
ment(s) in question would be impracti-
cable or inefficient.

(ii) Applicants to become special en-
dorsed sponsors for the territories
must request such waivers or modifica-
tions in writing in a manner required
by the Secretary.

(d) Other exceptions. A special en-
dorsed sponsor for the territories may
enroll in its endorsed discount card
program Medicaid enrollees with cov-
erage for outpatient prescription drugs,
as described in §403.810(a)(2).

(e) Transitional assistance provided by
Territories. (1) Transitional assistance
in the territories may be administered
only according to a plan submitted by
a territory and approved by CMS.

(2) Territories choosing to provide
transitional assistance must submit a
plan to CMS within 90 days of the pub-
lication of this regulation. The plan
must—

(i) Describe how funds allocated to
the territory are to be used to cover
the cost of covered discount card drugs
obtained by individuals who reside in
the territory, who are entitled to bene-
fits under Medicare Part A or enrolled
under Medicare Part B, and who have
income at or below 135 percent of the
poverty line for the contiguous United
States; and

(ii) Describe how the territory will
ensure that amounts received under
the allotment are to be used only to
provide covered discount card drugs to
those individuals determined eligible
for transitional assistance, as described
in paragraph (e)(2)(i) of this section,
and

(iii) Provide such written assurance
for the requirements in paragraph
(e)(2)(ii) of this section.

(3) CMS will review and approve
plans submitted and make allotments
to territories with approved plans.
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(4) CMS may request reports or infor-
mation to substantiate that the terri-
tories have administered the program
consistent with the territory’s ap-
proved transitional assistance plan.

§403.820 Sanctions, penalties, and ter-
mination.

(a) Intermediate sanctions. (1) For the
violations listed in paragraph (a)(3) of
this section, the following inter-
mediate sanctions may be imposed on
any endorsed sponsor:

(i) Suspension of enrollment of Medi-
care beneficiaries.

(ii) Suspension of information and
outreach activities to Medicare bene-
ficiaries.

(2) Duration of sanctions. The inter-
mediate sanctions continue in effect
until CMS is satisfied that the defi-
ciency on which the determination was
based has been corrected and is not
likely to recur.

(3) Sanctionable violations. The viola-
tions for which intermediate sanctions
may be imposed are as follows:

(i) Substantial failure to maintain a
contracted retail pharmacy network
meeting the requirements of §403.806(f);

(ii) Substantial failure to comply
with CMS Information and Outreach
Guidelines;

(iii) Substantial failure to provide
discount card enrollees with negotiated
prices consistent with information re-
ported to CMS for the price comparison
Web site and/or reported by the en-
dorsed sponsor;

(iv) Except during the week of No-
vember 15, 2004 (which coincides with
the beginning of the annual coordi-
nated election period), substantial fail-
ure to ensure that the negotiated price
for a covered discount card drug does
not exceed an amount proportionate to
the change in the drug’s average whole-
sale price (AWP), and/or an amount
proportionate to changes in the card
sponsor’s cost structure (including ma-
terial changes to any discounts, re-
bates, or other price concessions the
sponsor receives from a pharma-
ceutical manufacturer or pharmacy);

(v) Charging drug card enrollees addi-
tional fees beyond a $30 enrollment fee;

(vi) Charging transitional assistance
enrollees any enrollment fee;
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(vii) Charging a coinsurance more
than 5 percent for those at or below 100
percent of the poverty line, or 10 per-
cent for those above 100 percent but at
or below 135 percent of the poverty
line;

(viii) Substantial failure to admin-
ister properly the transitional assist-
ance funding for transitional assist-
ance enrollees;

(ix) Substantial failure to provide
CMS or its designees with requested in-
formation related to the endorsed spon-
sor’s endorsed discount card oper-
ations; or

(x) Failure to otherwise substantially
comply with the requirements of this
subpart, including failing to perform
the operational requirements of this
program or the failure to submit an ac-
ceptable plan of correction within the
timeframe specified by CMS.

(4) Written notice of proposed sanctions.
(i) Prior to imposing sanctions, CMS
will send a written notice to the en-
dorsed sponsor stating the nature and
basis of the proposed sanction.

(ii) CMS will send a copy of the no-
tice in paragraph (a)(4)(i) of this sec-
tion to the Office of the Inspector Gen-
eral.

(iii) CMS will allow the endorsed
sponsor 15 days from the receipt of no-
tice to provide evidence that it has not
committed an act or omission that
may fairly be characterized as a basis
for sanction.

(iv) Should an endorsed sponsor
present evidence described in para-
graph (a)(4)(iii) of this section and by
the time limit described in that para-
graph, a CMS official not involved in
the original sanction determination
shall review the evidence and provide
the endorsed sponsor a concise written
decision setting forth the factual and
legal basis for the decision that affirms
or rescinds the original determination.

(5) Effective date of sanction. (i) A
sanction is effective 15 days after the
date that the endorsed sponsor is noti-
fied of the sanction or, if the endorsed
sponsor timely seeks reconsideration of
that sanction decision, on the date
specified in the notice of CMS’s recon-
sideration determination.

(ii) The sanction remains in effect
until CMS notifies the endorsed spon-
sor that CMS is satisfied that the basis
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